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To: 


The Commissioner of Patents and Trademarks 
Washington, D.C. 20231 


PRELIMINARY AMENDMENT 

Sir or Madam: 

Please enter the following amendment preliminary to 
examination on the merits, no new matter is added: 


IN THE CLAIMS 


3. (New) A method for evidencing and categorizing at least one 
f\ ^ disease state comprising: 

' obtaining a sample from a patient; 



conducting mass spectrophotometric analysis on said sampler- 
evidencing and categorizing at least one biopolymer marker 

sequence or analyte thereof isolated from said sample; and, 

comparing said at least one isolated biopolymer marker 

sequence or analyte thereof to the biopolymer marker sequence as 

set forth in claim 1; 

wherein correlation of said isolated biopolymer marker and 

said biopolymer marker sequence as set forth in claim 1 evidences 

and categorizes said at least one disease state. 

4. (New) The method of claim 3, wherein said step of evidencing 

and categorizing is particularly direceec to bic^oiy;:.ci* fucrlx:.:: oi: 
analytes thereof linked to at least one risk of disease development 
of said patient . 

5. (New) The method of claim 3, wherein said step of evidencing 
and categorizing is particulariy^STrected to biopolymer markers or 
analytes thereof related to the existence of a particular disease 
state . 

6. (New) The method of claim 3, wherein the sample is an 
unf ract ionated body fluid or a tissue sample. 


7. (New) The method of claim 3, wherein said sample is at lea'st 
one of the group consisting of blood, blood products, urine, 
saliva, cerebrospinal fluid, and lymph. 


8. (New) The method of claim wherein said mass 
spectrophotometric analysis is Surface Enhanced Laser Desorption 
Ionization (SELDI) mass spectrometry (MS). 

9. (New) The method of claim 3, wherein said patient is a human. 


10. (New) A diagnostic assay kit for determining the presence of 
the biopolymer marker or analyse inoieo: cioi.a c^;i_ ■: c _ . : 

at least one biochemical material which is capable of 
specifically binding with a biomolecule which includes at least 
said biopolymer marker or analyte thereof, and 

means for determining binding between said biochemical 
material and said biomolecule. 

11. (New) The diagnostic assay kit of claim 10, wherein said 
biochemical material or biomolecule is immob iliz ed on a solid 
support . 


12. (New) The diagnostic assay kit of claim 10 including: 
at least one labeled biochemical material. 


13. (New) The diagnostic assay kit of claim 10, wherein said 
biochemical material is an antibody. 


14. (New) The diagnostic assay kit of claim 12, wherein said 
labeled biochemical material is an antibody. 

15. (New) The diagnostic assay kit of claim 10, wherein the sample 
•is an unf ractionated body fluid or a tissue sample. 

'6. (New) The diagnostic assay kit of claim 10, wherein said sample 
is at least one of the group consisting of blood, blood products, 

urine, saliva, cerebrospinal fluid, and ly..vp^ . 

17. (New) The diagnostic assay kit of claim 10, wherein said marker 
includes the sequence ID ITHRIHWESASLL and said biochemical 
material is at least one monoclonal antibody specific therefore. 

i 

18. (New) A kit for diagnosing, determining risk-assessment, and 
identifying therapeutic avenues related to a disease state 
comprising: 

at least one biochemical material which is capable of 
specifically binding with a biomolecule which includes at least one 
biopolymer marker including the sequence ID ITHRIHWESASLL or an 
analyte thereof related to said disease state; and 


means for determining binding between said biochemical 
material and said biomolecule; 

whereby at least one analysis to determine a presence of a 
marker, analyte thereof, or a biochemical material specific 
thereto, is carried out on a sample. 

19. (New) The kit of claim 18, wherein said biochemical material or 
biomolecule is immobilized on a solid support. 


20. (New) The kit of claim 18 including: 

at least one labeled biochemical material. 

21. (New) The kit of claim 18, wherein said biochemical material 
is an antibody. 

22. (New) The kit of claim 20, wherein said labeled biochemical 
material is an antibody. 

23. (New) The kit of claim ^18, wherein the sample is an 
unf ractionated body fluid or a tissue sample. 

24. (New) The kit of claim 18^_w.herein said sample is at least 
one of the group consisting of blood, blood products, urine, 
saliva, cerebrospinal fluid, and lymph. 
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25. (New) The kit of claim 18^ wherein said marker includes the 
sequence ID ITHRIHWESASLL or at least one analyte thereof and said 
biochemical material is at least one monoclonal antibody specific 
therefore . 

26. (New) The kit of claim 18, wherein said diagnosing, determining 
risk assessment, and identifying therapeutic avenues is carried out 
on a single sample. 

27. (New) The kit of claim 18, wherein said diagnosing, determining 
risk assessment, and identifying therapeutic avenues is carried out 

on multiple samples such that at least one ^riciytis :L c ; c^rri-io c-a: 
on a first sample and at least another analysis is carried out on 
a second sample. 


28. (New) The kit of claim ^^T^jvherein said first and second 
samples are obtained at different time periods. 


J. 


29\ (New) Polyclonal antibodies produced against the marker 
sequence ID ITHRIHWESASLL in at least one animal host. 


3(y. (New) An antibody that specifically binds a biopolymer 
including the marker sequence ID ITHRIHWESASLL or at least one 
analyte thereof. 


31. (New) The antibody of claim 30 that is a monoclonal antibody. 



32. (New) The antibody of claim 30 that is a polyclonal antibody. 

33. (New) A process for identifying therapeutic avenues related to 
a disease state comprising : 

conducting an analysis as provided by the kit of claim 18; and 
interacting with a biopolymer including the sequence ID 

ITHRIHWESASLL or at least one analyte thereof; 

s -^whereby therapeutic avenues are developed. 

34. (-"-w r :"ne process icr i c.en v iiyii^. ^it:c i.c;:;.^ i/^v.j^t . 
to a disease state in accordance with claim 33, wherein said 


therapeutic avenues regulate the presence or absence of the 
biopolymer including the sequence ID ITHRIHWESASLL or at least one 
analyte thereof. 

/ 

35. (New) A process for regulating a disease state by controlling 
the presence or absence of a biopolymer including the sequence ID 
ITHRIHWESASLL or at least one analyte thereof. 


REMARKS 

The above additions to the claims find basis in the original 
disclosure generally at page 12, lines 2 - 12, and at page 16, line 
2 to page 18, line 10. Page 6, lines 5-20 refer to the use of 
the specific terms "analyte", "molecular fragmentation" and 
"fragment ions". By its definition within the specification, 
immunologic complexes and fragments thereof are therefore included. 
P<:ge 28, lines 3-23 refer to use oi \ii ,;h , 

variety of blood and blood products and their measurement. Page 
29, line 4 refers to known immunoassay techniques and provides an 
article by Takahashi which is incorporated by reference (page 33, 
line 3) . This article describes the standard use of obtaining more 
than one sample and at different time periods. Page 31, lines 6 - 
8 refer to the use of polyclonal antibodies produced in an animal 
host. Page 14, lines 18 - 22 refer to the therapeutic avenues to 
be developed based on interactions observed such as within the 
complement system in order to regulate the progression of disease 
involving a form of a biopolymer. It is clear from these specific 
recitations and from the description of methods utilized to develop 
therapies based on the specific biopolymer disclosed that the 


8 


methods, types of kits and antibodies were fully contemplated 'by 
the inventor at the time of filing and were enabled by virtue of 
the disclosure as originally filed. 


McHale & Slavin, P. A. 
4440 PGA Blvd., Suite 402 
Palm Beach Gardens, FL 33402 
(561) 625-6575 (Voice) 
(561) 625-6572 (Fax) 

G:\FILES\EPM\ Ame n dine n t s \ 2 i 3 2 _G 4 0 _p r e . £^ i . wp d 


Respectfully submitted, 



Ferris H. Lander 
Registration # 43,377 


Date: August 10, 2001 
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Jackowski et al 

Biopolymer Marker A&dlca'tive of 
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1743 

2132.040 


To: 


The Commissioner of Patents and Trademarks 
Washington, D.C. 20231 


PRELIMINARY AMENDMENT 

Sir or Madam: 

Please enter the following amendment preliminary to 
examination on the merits, no new matter is added: 


IN THE CLAIMS: 


3. (New) A method for evidencing and categorizing at least one 
^ disease state comprising: 

obtaining a sample from a patient; 


conducting mass spectrophotometric analysis on said sample- 
evidencing and categorizing at least one biopolymer marker 

sequence or analyte thereof isolated from said sample; and, 

comparing said at least one isolated biopolymer marker 

sequence or analyte thereof to the biopolymer marker sequence as 

set forth in claim 1; 

wherein correlation of said isolated biopolymer marker and 

said biopolymer marker sequence as set forth in claim 1 evidences 

and categorizes said at least one disease state. 

4. (New) The method of claim 3, wherein said step of evidencing 

and caLegoriiiiij is particularly di::^ctco to jjiop^Iy:^.:- M(-.,.--rr. c: 
analytes thereof linked to at least one risk of disease development 
of said patient. 

5. (New) The method of claim 3, wherein said step .of evidencing 
and categorizing is particularly r ~3irected to biopolymer markers or 
analytes thereof related to the existence of a particular disease 
state . 

6. (New) The method of claim 3, wherein the sample is an 

■ — 

unf ractionated body fluid or a tissue sample. 


2 


7. (New) The method of claim 3, wherein said sample is at least 
one of the group consisting of blood, blood products, urine, 
saliva, cerebrospinal fluid, and lymph. 


8. (New) The method of claim ^_3_^ wherein said mass 
spectrophotometric analysis is Surface Enhanced Laser Desorption 
Ionization (SELDI) mass spectrometry (MS). 

9. (New) The method of claim 3, wherein said patient is a human. 


10. (New) A diagnostic assay kit for determining the presence of 


at least one biochemical material which is capable of 
specifically binding with a biomolecule which includes at least 
said biopolymer marker or analyte thereof, and 

means for determining binding between said biochemical 
material and said biomolecule. 

11. (New) The diagnostic assay kit of claim 10, wherein said 
biochemical material or biomolecule is immob ili^z ed on a solid 
support . 



"che biopolyiucr i;.£.r>: 


or aiialyLG iiner^c^ of cl^ihi 


12. 


(New) The diagnostic 
at least one labeled 


assay kit of claim 10 
biochemical material . 
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including : 


13. (New) The diagnostic assay kit 
biochemical material is an antibody. 

14. (New) The diagnostic assay kit of claim 12, wherein said 
labeled biochemical material is an antibody. 

15. (New) The diagnostic assay kit of claim 10, wherein the sample 
is an unf ractionated body fluid or a tissue sample. 

'6. (New) The diagnostic assay kit of claim 10, wherein said sample 
is at least one of the group consisting of blood, blood products, 

urine, s^.}.^, cerebrospinal fluid, znC ly^pl.. 

17. (New) The diagnostic assay kit of claim 10, wherein said marker 
includes the sequence ID ITHRIHWESASLL and said biochemical 
material is at least one monoclonal antibody specific therefore. 

j 

18. (New) A kit for diagnosing, determining risk-assessment, and 
identifying therapeutic avenues related to a disease state 
comprising : 

at least one biochemical material which is capable of 
specifically binding with a biomolecule which includes at least one 
biopolymer marker including the sequence ID ITHRIHWESASLL or an - 
analyte thereof related to said disease state; and 
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of claim 10, wherein sa'id 


means for determining binding between said biochemical 
material and said biomolecule; 

whereby at least one analysis to determine a presence of a 
marker, analyte thereof, or a biochemical material specific 
thereto, is carried out on a sample. 


19. (New) The kit of claim 18, wherein said biochemical material or 
biomolecule is immobilized on a solid support. 

20. (New) The kit of claim 18 including: 

at least one labeled biochemical material. 

21. (New) The kit of claim 18, wherein said biochemical material 
is an antibody. 

22. (New) The kit of claim 20, wherein said labeled biochemical 
material is an antibody. 

23. (New) The kit of claim ,^18, wherein the sample is an 
unf ractionated body fluid or a tissue sample. 


24. (New) The kit of claim 18^_wherein said sample is at least 
one of the group consisting of blood, blood products, urine, 
saliva, cerebrospinal fluid, and lymph. 
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25. (New) The kit of claim 18^ wherein said marker includes the 
sequence ID ITHRIHWESASLL or at least one analyte thereof and said 
biochemical material is at least one monoclonal antibody specific 
therefore. 


26. (New) The kit of claim 18, wherein said diagnosing, determining 
risk assessment, and identifying therapeutic avenues is carried out 
on a single sample. 

27. (New) The kit of claim 18, wherein said diagnosing, determining 
risk assessment, and identifying therapeutic avenues is carried out 

on KtuiL;pie Sc.i.pIbS c-'oci. Uie'v, an leai-t ops ana^y- : ; c- :. jl. i«- ^ o, , 
on a first sample and at least another analysis is carried out on 
a second sample. 

28. (New) The kit of claim v 27^^herein said first and second 
samples are obtained at different time periods. 

29\ (New) Polyclonal antibodies produced against the marker 
sequence ID ITHRIHWESASLL in at least one animal host. 


3(y. (New) An antibody that specifically binds a biopolymer 
including the marker sequence ID ITHRIHWESASLL or at least one 
analyte thereof. 


31. (New) The antibody of claim 30 that is a monoclonal antibody. 



32. (New) The antibody of claim 30 that is a polyclonal antibody. 

33. (New) A process for identifying therapeutic avenues related to 
a disease state comprising: 

conducting an analysis as provided by the kit of claim 18; and 
interacting with a biopolymer including the sequence ID 

ITHRIHWESASLL or at least one analyte thereof; 

s -^^whereby therapeutic avenues are developed. 

34. (i.-^ f .;; pieces „or ic^i.tiiyj ihcra^ou c, v„:*Voo rc]ci^. 
to a disease state in accordance with claim 33, wherein said 
therapeutic avenues regulate the presence or absence of the 
biopolymer including the sequence ID ITHRIHWESASLL or at least one 
analyte thereof. 

/ 

35. (New) A process for regulating a disease state by controlling 
the presence or absence of a biopolymer including the sequence ID 
ITHRIHWESASLL or at least one analyte thereof. 


REMARKS 

The above additions to the claims find basis in the original 
disclosure generally at page 12, lines 2 - 12, and at page 16, line 
2 to page 18, line 10. Page 6, lines 5-20 refer to the use of 
the specific terms "analyte", "molecular fragmentation" and 
"fragment ions". By its definition within the specification, 
immunologic complexes and fragments thereof are therefore included. 
Paye 28, lines 3-23 refer tc th:\ vso of r:~;^zn -':ioh ? ~c : 
variety of blood and blood products and their measurement. Page 
29, line 4 refers to known immunoassay techniques and provides an 
article by Takahashi which is incorporated by reference (page 33, 
line 3) . This article describes the standard use of obtaining more 
than one sample and at different time periods. Page 31, lines 6 - 
8 refer to the use of polyclonal antibodies produced in an animal 
host. Page 14, lines 18 - 22 refer to the therapeutic avenues to 
be developed based on interactions observed such as within the 
complement system in order to regulate the progression of disease 
involving a form of a biopolymer. It is clear from these specific 
recitations and from the description of methods utilized to develop 
therapies based on the specific biopolymer disclosed that the 


8 


methods, types of kits and antibodies were fully contemplated by 
the inventor at the time of filing and were enabled by virtue of 


the disclosure as originally filed. 
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